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INTHE UNITED STATESDISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

PHILIP MORRISUSA INC. et d.,
Plaintiffs,
V. Case No. 1:15-cv-01590-APM

UNITED STATES FOOD AND DRUG
ADMINISTRATION et al.,

Defendants.

NOTICE OF INFORMATIONAL REQUEST

Plaintiffs respectfully request that the Court ascertain certain information that may be
relevant to the potential applicability of 28 U.S.C. 8 455 in this case. Based on publicly
available information, Plaintiffs understand that Y our Honor was, until his recent accession to
the bench, a partner in the Washington, D.C. office of Zuckerman Spaeder LLP. The Campaign
for Tobacco-Free Kids (“CTFK”), an anti-tobacco organization, has been alongstanding client of
Zuckerman Spaeder. Indeed, the firm has long advocated on behalf of anti-tobacco
organizations, including by writing numerous amicus briefs against tobacco companies for
CTFK, the American Cancer Society Cancer Action Network, the American Heart Association,
and the American Lung Association.

Much of Zuckerman Spaeder’ s work on tobacco issues has focused on statutory issues
under the Family Smoking Prevention and Tobacco Control Act (“TCA”). The firm’swebsite

notes its involvement on behalf of a“leading public health group in negotiations. . . culminating
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in the enactment of the[TCA].”* Lobbying reportsindicate that this “public health group” was
CTFK.? Thefirm's website states further that Zuckerman Spaeder still “advises this group

regarding FDA implementation of the new law.”?

A principal Zuckerman Spaeder lawyer
representing CTFK was William Schultz, aformer Deputy Commissioner of FDA. (Mr. Schultz
left the firm in 2011 to become Deputy General Counsel and then General Counsel of HHS.)
Another principal lawyer for CTFK lists “administrative practice before the Food and Drug
Administration,” as akey focus of his practice. Hein fact has delivered at least one presentation
on the TCA’s substantial equivalence process at issue in this case. See Carlos T. Angulo,

Zuckerman Spaeder LLP, Tobacco Product Sandards: A Public Health Perspective (Oct. 21,

2014), http://goo.gl/G1VTnFE. A third Zuckerman Spaeder lawyer for CTFK likewise cites his

expertise on food and drug law and aso notes his experience as atrial attorney in the Justice
Department lawsuit against the tobacco industry.

This case involves a challenge by Plaintiffs to actions taken by the FDA under the TCA.
Plaintiffs challenge on numerous statutory and constitutional grounds a putative “ Guidance”
issued by the FDA on September 8, 2015. The FDA first published the “ Guidance” as adraft in
September 2011 and invited comments. Compl. 39. CFTK, the American Cancer Society
Cancer Action Network, the American Heart Association, and the American Lung Association—

al apparently current or former clients of Zuckerman Spaeder—submitted comments to the FDA

! Zuckerman Spaeder, Our Practice, Food & Drug, http://www.zuckerman.com/practi ces-Food-and-Drug-
FDA.html.

2 OpenSecrets.org, Annual Lobbying by National Center for Tobacco-Free Kids, 2008,
http://www.opensecrets.org/l obby/clientsum.php? d=D000046146& year=2008 (also providing accessto
figuresfor other relevant years, 2002 to 2007). The National Center for Tobacco-Free Kids appearsto be
the same entity as CTFK. See Robert Wood Johnson Foundation, The Campaign for Tobacco-Free Kids
(2009), http://www.rwjf.org/en/library/research/2009/03/the-campai gn-for-tobacco-free-kids.html.

3 Zuckerman Spaeder, Our Practice, Food & Drug, http://www.zuckerman.com/practi ces-Food-and-Drug-
FDA.html.
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in November 2011, addressing many issues raised in Plaintiffs Complaint here. See Comments

of CTFK et al., Dkt. No. FDA-2011-D-0147, http://goo.gl/42cJ5n. Plaintiff Philip Morris USA

Inc. aso submitted comments. See Compl. §39. Fifteen monthslater, CTFK and the other anti-
tobacco groups filed an 82-page response to those comments, to which Plaintiff Philip Morris
USA Inc. responded in June 2013.* The Final Guidance issued by FDA in September 2015
tracked arguments presented in CTFK’ s response.

CTFK’s comments are on the organizations' |etterhead and do not indicate who wrote or
participated in drafting them. But given the longstanding attorney-client rel ationship between
Zuckerman Spaeder and CTFK, the firm’swork for CTFK on issues relating to FDA regulation
of tobacco products, and the firm’s involvement in anti-tobacco litigation generally, there
appears to be a reasonabl e prospect that, while Y our Honor was a partner at Zuckerman Spaeder,
lawyers in the firm participated in drafting CTFK’ s multiple rounds of comments on the various
iterations of the FDA Guidance that is the subject of this lawsuit.

In light of the foregoing we respectfully request that the Court take appropriate steps to
ascertain whether any Zuckerman Spaeder lawyer was involved in advising, counseling or
representing CFTK or any other anti-tobacco organization in connection with the Guidance while
Y our Honor was a partner at the firm. We submit that this information is relevant to the

potential applicability in this case of 28 U.S.C. § 455.

* CTFK also submitted commentsin early April 2015 concerning FDA’s March 4, 2015 “Final
Guidance,” and later in April addressing FDA'’ s interim enforcement policy regarding the Guidance. The
organization filed still more comments on July 22, 2015, after FDA withdrew itsMarch 4 “Fina
Guidance” for revision following Plaintiffs' initial lawsuit challenging it. CTFK’s July 2015 comments
again focused on core issues raised in the Complaint here. See Dkt. No. FDA-2011-D-0147,
http://goo.gl/ji0zmv; Dkt. No. FDA-2010-D-0635, http://goo.gl/svisHC; Dkt. No. FDA-2013-D-1600-
0005, http://goo.gl/f9ZThK; see also American Lung Association,
http://www.lung.org/assets/documents/advocacy-archive/l etter-to-ctp-re-se-guidance. pdf .
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Dated: October 21, 2015

/s Nodl J. Francisco

Noel J. Francisco (D.C. Bar No. 464752)
Ryan J. Watson (D.C. Bar No. 986906)
JONES DAY

51 Louisiana Avenue, NW

Washington, DC 20001

Telephone: (202) 879-3939

Fax: (202) 626-1700
njfrancisco@jonesday.com
rwatson@jonesday.com

/sl Mark S. Brown

Mark S. Brown (D.C. Bar No. 455359)
Ashley C. Parrish (D.C. Bar No. 464683)
KING & SPALDING LLP

1700 Pennsylvania Avenue, NW
Washington, DC 20006

Telephone: (202) 737-0500

Fax: (202) 626-3737
mbrown@kslaw.com
aparrish@kslaw.com

Counsel for Plaintiffs R.J. Reynolds

Tobacco Co., American Shuff Company, and

Santa Fe Natural Tobacco Company, Inc.

Respectfully submitted,

/s/ Robert N. Weiner

Robert N. Weiner (D.C. Bar No. 298133)
Anthony J. Franze (D.C. Bar No. 461023)
ARNOLD & PORTERLLP

601 Massachusetts Ave., NW
Washington, DC 20001-3743
Telephone: (202) 942-5000

Fax: (202) 942-5999
robert.weiner@aporter.com
anthony.franze@aporter.com

Migud A. Estrada (D.C. Bar No. 456289)
Amir C. Tayrani (D.C. Bar No. 490994)
GIBSON, DUNN & CRUTCHER LLP
1050 Connecticut Avenue, NW
Washington, DC 20036-5306
Telephone: (202) 955-8500

Fax: (202) 530-9016

M Estrada@qgibsondunn.com

ATayrani @gibsondunn.com

Counsel for Plaintiffs Philip Morris USA
Inc. and
U.S Smokeless Tobacco Company LLC

/sl Mark H. Lynch

Mark H. Lynch (D.C. Bar No. 193110)
Scott D. Danzis (D.C. Bar No. 481426)
COVINGTON & BURLING LLP
One City Center

850 Tenth Street, N.W.

Washington, D.C. 20001-4956
Telephone: (202) 662-6000

Fax: (202) 662-6291
mlynch@cov.com

sdanzis@cov.com

Counsdl for Plaintiff ITG BrandsLLC
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CERTIFICATE OF SERVICE

| hereby certify that on October 21, 2015, | caused to be served atrue and correct copy of
the foregoing Notice of Informational Request to be sent viaemail and first class mail, postage
prepaid, to counsel for Defendants:

James T. Nelson

United States Department of Justice, Civil Division
P.O. Box 261, Ben Franklin Station

Washington, D.C. 20044

Telephone: (202) 616-2376

Fax: (202) 514-8742

James.Nelson2@usdoj.gov

/s Anthony Franze




